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Recdrméndations

Acute oral LD 50, acute dermal D 50, acute inhalation LC 50, eye
irritation, and skin irritation studies are adequate. The label proposed

by .the registrant must be revised as follows:

DANGER: Keep Out of Reach of Children. Ccrrcsive, Causes eye :
damage and skin irritation. Do not get in eyes, on skin or on clothing..
Avoid breathing dust. -Wear goggles or face shield and rubber gloves
when handling. Harmful. or fatal if swallowed. 2void contamination of
food or feed. . ~ '

' FIRST AID: In case of contact, immediately fiL‘sh eyes or skin
with plenty of water for at least 15 minutes. For ¢yes, call a phy-
sician. Remove and wash contaminated. clothing before reuse.

. If swallowed, drink promptly a large quantity of milk, egg whites,
gelatin solution, or, if these are not available, ditink large quantities
of water. Avoid alcohol. Call a physician immediately.

. NOTE TO PHYSICIAN: Probablemucosal damage ma:® contraindicate the
use of gastric lavage. Measures against circulator shock, respiratory
depression, and convulsions may be needed. '

! .

* No RPAR criteria have been exceeded. Althouh the formulation
contains Atrazine, a memo from the Fungicide-Herbic.de Branch Chief
(2/23/78) states that Atrazine is no longer being held due to possible
nitrosamine contamination and that products containing Atrazine may be
processed. ‘

** The formulation is a candidate for the Restricted Use
classification due to corneal opacity formation which was not reversed
within 7 days post-treatment.

Review
A,Acute Oral LD 50 Study of Atratol 8P in Rats (Food and Drug

Research Laboratories, Inc., 11/23/77, submitted by Ciba-Geig Corp.,
7/21/78, Acc. No. 234490). :

EPA FORM 1320-6 (REV, 3-76)



1. ' Procedure . . i S

Ninety BLU: Long Evans rats were divided into 9 groups of 10
animals each (§males and 5 females) which were administéred 0.5, 1.0y=
2%, 3.0, 3.5, 4.0, 5.0, 6.0 or 15.0 g/kg of test mdterial by gavage.

. Observations of mortality and toxic signs were continued over 14 days
. post-treatment. ‘Necropsies were done. 4 - :

2. 'Results ‘ - .

JRSENE——y

. a. Mortality: LD 50 = 3.1 £ 0.3 g/kg

b. Toxic Signs: Ataxia, abnormal activity, facial muscle spasms .,
. exophthalméet , salivation, urinary incontience, piloerection, rales,’ .
. nasal discharge, diarrhea, incoordination : ' e

c. Necropsy: Lungs, liver, kidneys ,k spleen-pale and 'mottled: skiry
stomach-vascularized; stomach, gastro~intestinal tract-distended;
- granular spleenj fluid-filled uterus. T : )

3. - Conclusions

a. Classification: Core Minimum Data
i) Body weights in conjunction with food intake were not

determined daily.

i o

b. TOX. Cat. v III

B. Acute Dermal LD 50 Study in Rabbits (Food and Drug Research Laboratories,
Inc., Lab. No. 5608 b,6/22/78, submitted by Ciba—Geigy Corp. 7/21/78,
Acc. No. 234490),. -

1. Procedure ;

44

e oy L Twenty four New 7ealand White Rabbits, 2.2-3.9 kg, were separated
bsisiul . into 6 groups of 4 animals each (2 malesard 2 femmales) which received

: * dermal applicationgof 0.2, 2.0, 5.0, 10.0, 15.0, or 20.0 g/kg of test
campound under occlusive dressing. The skin of 1 animal/sex/dosage
level was abraded before treatment. Dressing was removed at 24 hours
following application. Animals were observed for mortality, toxic signs,
and body weight changes during 14 days post-treatment. Necropsies were
performed. ; )

g e

2. Results
a. Mortality: None LD 50 >20 g/kg
b. Toxic Signs: Redness and lacerations at test sites, dif‘mea

é. Necropsy: Kidneys, liver, hmgs—mottled,' p-nkish-grey lungs,
granular and pitted spleen. '
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" 3. Conclusions

-2~

d) Body Weight Changes: Unremarkablé

. T

a). Classification: Core Minimuim Data

i) Only 1 rabbit/sex/dosage le\}el with either iritact or abraded
skin was used; however, the relative toxicity of the test material
is considered to be adequately defined. | '
ii) Body weights in conjunction with food intake were nob deter-
mined daily. .

b) TOX Cat.: IV

¢ Acute Irhalation LC 50 Study of Atratol 8P in Rits (International
' Research and Development Cofp., 2/27/78, submitted Dy Ciba-Geigy Corp., -

Acc. No. 234490).
: : N

1. Procedure

_ Twelve (6 males and 6 females) Charles River C) rats, 210-300, were
placed into a 160 L inhalation chamber and were =xpised for 4 hours to a
nominal concentration of 11.2 mg/L of test material genérated as a dust
during an airflow of 45 L/min. Gravimet™ric det:rm.nations indicated an

{ytical concentration of 2.18 + 0.16 ma/L of tes: substance. The dia-

meter of 93% of the dust particles was %lizge. . Observations of mortality

toxic signs and body weight changes were done durinj 14 dayspost—exposure.
Necropsies were dane. - _ '

. 2. Results
| a) Mor*tgility: .None IC 50>11.21 mg/L (4 hoirs)

b) BodyIWeight ‘Changes: Unremrkablé

c) Toxic Signs : Preening, nasal discharge

d) Necropsy: Unremarkable

3. Conclusions =

a) Claésifica‘tion: Core Minimum Data i
i) Although only 1 concentration was used, the relative in-
hal ation toxicity of the test material is concluded to
adequately defined. ‘ .

b) TOX. Cat.: III
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D. .Eye Irritation Study of Atratol 8P in Rabbits (Food and Drug - -
Research Laboratories ,. Inc., 10/7/77, sukmit:ced by Ciba-Geigy Corp. ,7/'2//';‘31

Aed Wa- 274 q44¢).

1. Procedure_ - *
Nine New Zealand White rabbits, 2.0-4.0 kg, were used. Into 1 eye
of each rabbit was introduced 100 mg of test material. Untreated eyes

~ served as contr‘gls. Eyes of 3 rabbits were flushed with water for 1

minute at 30 seconds post-treatment. Injuries were scored at 24, 48,
and 72 hours and 7 and 14 days after exposure according to the method
of Draize et-al. (1944). Examinations with sodium fluorescein were done
concurrently at 72 hours and 7 and 14 days. j

. . "} : .

. . RS

2. Results : ’ . oo

i Eye Injuries: Unwashed eyes- corneal opac_:itieé,f iritis, and con-
junctivitis throughout 14 days post-treatment; washec eyes—corneal
opacity during 72 hours and conjunctivitis during7 cays post—treatment
in.1 rabbit, conjunctivitis during 72 hours post-treztment .in 2 rabbits.
3, Conclusions
~a) Classification: Core Guidelines
b) TOX. Cat.: I
E.  Skin Irritation Study of Artatol 8P in Rabbits (Food and Drug
Research Laboratories, Inc., Lab. No. 560%, 9/27/77, submitted by Ciba-
Geigy Corp., 7/21/78, Acc. No. 234490).
+ 1. Procedure

‘Six adult albiné rabbits, weightsunspecified, wire used. Onto

- both intact and abraded test sites was applied 0.5 g of test material

under occlusive dressing. Dressing was removed at 2« hours following

© ' treatment. Irritation was scored according to the m thod of Draize et
- »(1944) at 24 and 72 hours post-treatment. :

2. Results
" p.I. Index = 0.79/8.0 - | .
- 3, Corblusioﬁs | |
a) Classification: Core Guidelines
b) TOX; Cat.: ' IV
F. Final Conclusions

Use of the label signal word DANGER proposed by the registrant
is supported by the following hazard indicators: o



- Hazard Indicator .

. BAcuté oral LD 50 -
Acute dermal 1D 50
Acute inhalation LC 50

* * Eye irritation :
Skin irritation
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